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U.S. FOODAND DRUG AIMNISTRATION
NEWYORK DISTRICT

850 Tmm AVENUE, BROOKLYN, NEWYORK11232 D1248 Ii%

D

Tclcptmc: [718] 965-5300 [Ext 5301]

Irving Wcngrod, President

Geriatric Prociucts, Inc.

72 [)ivision I’lace

llro~~kly]l, NY I 1222

March 11, 1997

RcE 45-NYK-97

Dear Mr. \Vcngrod:

[Iurirlg an inspection of your firm on January 27 through February 6, 1997, our
irlvcs(igator dctcrmincd that your firm manufactures various protective restraints which are
mcciical devices as dcfinm.1 by Sedion 201 (h) of the Federal Food, Drug, and Cosmetic Act (“the

Act”)

01) ~larcll 4, 1996, a final rule was published in the Federal Register (a copy of the
/iJ[/(Ir(I/ /{e,<Ii.\oI(:ranl]tmnccmcn[ is enclosed) stating that the Food and Drug Administration is

rcvisit]g [IIC cl;lssilication rcgutations for protective restraints and wheelchair accessories intended

ti~r UW ;IS rcs{riiints, by revoking the existing exemptions for these devices from premarket

llt)ti[ic;iti~~l~ (5 I ()(k) subn]ission) and current good marmfacturing practices (CGMP) regulations.

AI I i]]i]r~tithcturcrs and ini::al distributors of protective restraints and wheelchair accessories

il~~cll~icd for usc ~~srestraii]ts ~!rcady coi_nmercially marketed Gn or before September 3, 1996

\vcrc rctlliircd t(] file premarkct notification submissions by September 3, 1996. All protective

rcs[riiir]ts iit)(] wheelchair accessories intended for use as restraints that are introduced or delivered

!~)r it~[rod~lcti~)i] ii~to interstate commcrcc on or aflcr September 3, 1996, are required to be

[ll;illlllilutllr~’(i ir] complititlcc with the CGMP regulations.

“1.IIC ;Il)ovc-ret’crcrlccd inspection rcvcalcd that your protective restraint devices are
t]lisl>r;lt]dcfl undct- Swtioll 502(0) o~thc Act, in that prcmarkct notices or other information
r~~spcc[il]y IIIC (Icviccs w~r~ not provided to the Food and Drug Administration (“the FDA”) as

rc(luirc[l l)y Swti[)t] 5 10(k). Until the dwiccs arc dctcrmincd by the FDA to be substantially

c(lllivi]l~l][, [I)cy i~t-~ i]l]to[~~i]tici~lly classified by stfitutc into Class Ill. Therefore, the devices arc

iilso it(l(lll~rilt~(l withit] tt~c mwning of Section 501(!) (1)(13) ~fthc Act, in that they arc Clnss III

(Icviccs [Illtlcr SW IIOII S 13(1) arid do nut tv~vc approved applications for prcmarkct approval in

ctltict I)(l[siiiltl[ I() Scu[iotl 51 S(iI) or approved t~ppliciitions for an investigational dcvicc cxcmp~iull

LIII( ICI Sc’clit)t] 520(M).
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Q The inspection also revea! fl that your protective restraint devices are adulterated within
the n]ctining of Section 501(h) of the Act, in that the methods used in, or the facilities or controls

used [’or manufacturing, packing, storage, or installation are not in conformance with the Good

Manut’acturing Practice for Medical Devices Regulations, as specified in Title 21, Code ~~
/~tidcraI Rcgl/lcJfio)Ls, Part 820, as follows:

1. Failure to prepare and maintain device master records for your protective restraints

that include, or refer to the location of, information such as device and component specifications;

production process specifications; and quality assurance procedures and specifications,

2. Failure to maintain device history records for your protective restraints to demonstrate
(hat the dcviccs are manufactured in accordance with the device master records and which include

information such as the dates of manufacture; the quantity manufactured; the quantity released for

dis[ril~llt ion; and any control number used,

.3, l~iiilllrc to have any written procedures for and to maintain any records of finished

dcvicc inspcc[ions to assure that device specifications arc met.

‘I. f:iiilurc to establish any written rniinufacturing procedures and controls to nssure thut

[Ilc [Icviccs cor~f~~rin to applicable spccifrcations.

@

5. f:ailurc to establish written procedures for and to conduct planned and periodic audits

of Ihc cl(]ality assurance program to verify compliance with the quality assurance program.

(1 IDi]il[]rc to v;]lidatc significant manufacturing processes for your protective restraints to

i~~s(]r~ [l~ilt (Ilcsc proccsscs will consistently produce devices that meet predetermined

Sf)CCiti Ci\tiol)S

7, Failure to establish a complaint handling system for the review, evaluation,
all Col\;p!dirllS.

and filing of

I<l]is ICIICT is not intcnde(j to be an all-inclusive list ofdcficiencies at your facility. It is

y~)tir rcsi)t)l]sibility to ensure adhcrcncc to each rcquircnwnt of the Act and its regulations. The

s~)ccilil: violiltior~s” noted in this Icttcr and in the Form FDA 483 (copy enclosed) issued to and

discl]ssc~l with you at the CIOSCof the inspection m~ly bc symptomatic of serious underlying

prt)l)lct]~s in your firm’s manufacturing and quality assurance systems. You are responsible for

il]vc~[igii[it~g ;IIId dc(crlnining the cauws o!’the violations identified by the FDA. Ifthc causes arc

dclu I rllillc~l 10 bc systems problcrns, you must promptly initiate permanent corrective actions.

]Jcdcr;ll i~gcncics arc advised of the issuance ofall Wtirning Letters about dcviccs so th;~t

II)cy t)]iiy tiik~ tt]is in fi~rmation into account wlmn considering awards ~or contracts, Additionally,

r)t) 1)1Cl:li\rk C[ stlbfnissi~l; ‘s for- dcviccs to which the GMP dcficicncics are reasonably related will

I)u ~l~ill~(l LIIII II [I]c vit}lutions have bwn corrcctcd. Also$ nt~ requests for Ccflificntcs For-



YtJLI should take prompt action to correct these deviations. Failure to promptly correct

these dcvia(ions may result in regulatory action being initiated by the Food and Drug
Atil~~il~istrtiti~~r~ without fbrther notice. These actions include, but are not limited to, seizure,

injllncti on, and/or civil penalties,

l’lease []otil~ this o[fice in writing within 15 working days of receipt of this letter, of the

spcci!ic steps you have taken to correct the noted violations, including an explanation of each step

bcit]g taken to identify and make corrections to any underlying systems problems necessary to

;~ssllrc [hilt sitllilar violations will not recur.

~v~~rkil]g d;Iys, sta[c the reason for the delay

C(m)plutc(l,

Your- response should bc sent to the

If corrective action cannot be completed within 15

and the time within which the corrections will be

Food and Drug Administration, 850 Third Avenue,

ilro~)h;yl~, NY I I 23?, Attention: Bruce A. Goldwitz, Compliance Officer,

Sincerely,

Diana Amador

Acting District Director

I;llclostllc’s l’oril~ 1711A483 dtitcd February 3, 1997

I;cdcrnl l{cgistcr/Vol. 61, No. 43/Monday, March 4, 1996/Pages 8432 -84~0

[)[iltl (jllidi~l]~t: on the CuntcIIt of Prcmarkct Notification [5 10(k)] Submissions

l;~r l)r~)[cctivc Dcviccs
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● cc: 111’’R-FJE

cc: }IFR-NE 00
40/QA file

50
5 10/Elizabc(h Jacobson

cc t 11~/\-224

cc: 111~1-35/No purging required

cc: I II; C-210 (CFN 243 1955)

cc: I {I; Z-306

Lc: l;l~ (C; crialriu I)roducts, Inc. )

cc: iv;irtlit]g Ic[tcr file

cc: ct)rut](). /circ.

cc” llA(i


